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MICROBIOLOGY REVIEWER: Carol K. Vincent

A. 1. NDA No.: 21-191
DR D y : AFO0150 [Imavist™] [perflexane-phospholipid
microbubbles] for injection.
LI T: DRUG PRODUCT MANUFACTURER:
Alliance Pharmaceutical Corp. Alliance Pharmaceutical Corp
3040 Science Park Road 6175 Lusk Bivd.
San Diego, CA 92121 San Diego, CA 92121
2. OSAGE FORM AND RQUTE OF AD RA

Sterile powder in glass vial with rubber stopper / aluminum seal. Sterile Water For Injection [SWFI] is added at
point of use to form liquid for mjection.

3. METHOD(s) QF STERILIZATION: e—
4. PHARMA 0GI AT Y AND/OR PRINCIPAL 1 :
Diagnostic imaging agent; improved delineation of the left ventricular endocardial border
5. DRUG PRIORITY CLASSIFICATION:  Standard
B. 1. CUMEN E: October 11, 1999

2. DOCUMENT RECEIVED FOR REVIEW: October 28, 1999

3. COMIS USER FEE DUE DATE: April 11, 2000
C. REMARKS:  Although  wme= - for this drug product and packaging appear to be
— procedures the final filled, stoppered, and sealed glass vials are e
—
D. NCLUSION and M VDATION:
We recommend approval of NDA 21-191 from the microbiology prospective for the s sterilization

process for this drug product. See "E. REVIEW NOTES:", below.
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